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DETAILED ACTION 

1 . This office action is in response to the request for reconsideration and 
amendment filed on 8/4/2006. The amendment is entered. The amendments to claims 
3 and 6; the addition of new claims 12-16; and the cancellation of claims 4, 5, 10 and 11 
are acknowledged. Currently, claims 3, 6-9 and 12-16 are pending. 

Claim Objections 

2. Claims 3, 6-9 and 12-16 are objected to because of the following informalities: 

a. At claim 3, line 7, it appears that "the the end of the test tube" should be 
-the end of the tube-. 

b. At claim 3, line 7, it appears that the claim language should be modified to 
specifically name the previously recited element upon which the bottom is 
provided. 

c. At claim 6, line 6, it appears that "the the end of the test tube" should be 
-the end of the tube-. 

d. At claim 6, line 7, it appears that the claim language should be modified to 
specifically recite which of the previously recited elements is provided centrally 
with the bottom hollow. 

e. At claim 12, line 1 , it appears that "close" should be -closing-. 

f. At claim 12, line 8, it appears that "and" should be deleted. 
Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 3 and 7-9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. At claim 3, lines 2-3, it is unclear if the "hollow 
needle arranged at an end of the tube" is a positive claim limitation because the hollow 
needle, as disclosed in the specification, is an element of the cylinder (1) and not the 
tube (5) which is claimed. 

5. Claims 12-16 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. At claim 12, line 8, it is unclear what is meant by 
"provided fully open prior to". 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 3 and 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Micheli (US 4,204,606) in view of Rosen et al. (US 6,562,300). 


Application/Control Number: 1 0/691 ,589 Page 4 

Art Unit: 3736 

8. Micheli discloses a tube (1) for collecting blood with a vacuum provided with a 
blood collection hollow needle (column 3, lines 58-61) arranged at an end of the tube 
and with a sealing stopper (12 in figure 1) comprising a front, external face thereof 
which comprises a cavity (14) that is formed on and opens externally to the stopper and 
a bottom which is provided with a piercing guiding point (a point just above 12 in figure 
1) suitable for a hollow needle to pierce axially therein and further through said stopper 
for blood collection into the tube, and wherein said stopper further comprises: a 
peripheral region and a central region of said external face thereof, the central region 
being provided with an opening (16) for allowing needle access to said piecing guiding 
point provided in said cavity; an annular lip (17) that is formed monolithic with said 
stopper so as to protrude radially from said peripheral region over said external face, 
towards said central region thereof and up to and around said opening; and an annular 
groove, (around 14 in figure 1) that is formed under said annular lip and between said 
annular lip and said external face and surrounds said piercing guiding point, said groove 
being shaped so as to retain and contain any blood drop that is entrained out of the tube 
and through the stopper upon withdrawal of the needle from the stopper. 

9. In regards to claim 7, the external cavity comprises an edge (around the cavity 
14), said annular lip protruding radially inward from said edge so as to surround said 
central region opening and to form in said cavity the annular groove that surrounds said 
piercing guiding point. 

10. In regards to claim 8, the opening is shaped so as to allow at least free passage 
of the needle covered by an elastic sheath. 
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11. In regards to claim 9, the stopper has a collar (13) and a concentric cylindrical 
protrusion (just below 12 in figure 1) that is enclosed by said collar so as to provide a 
seat there between, the tube being engageable with a mouth part thereof in said seat 
for double, inner and outer sealing engagement (as in figure 2). 

12. However, Micheli does not expressly disclose that the cavity has a spherical 
dome shape with a concavity that faces away from the end of the tube. 

13. Rosen teaches a stopper with a concave surface (53) that faces away from the 
container for the purpose of assisting in resealing of the stopper (column 1 , lines 59-65). 

14. Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of invention to have provided the cavity of Micheli with a spherical concave 
surface that faces away from the tube as taught by Rosen in order to allow the stopper 
to better reseal after removal of the needle. 

15. Claims 12, 15 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Micheli (US 4,204,606) in view of Burns (US 5,456,886). Micheli discloses the 
limitations of claims 12, 15 and 16 as noted above. However, Micheli does not 
expressly disclose a bottom hollow that forms a guide. Burns teaches a hollow (20) that 
forms a guide for the purpose of facilitating the insertion of the needle through the 
stopper (column 2, lines 10-13 and column 3, lines 14-31). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time of invention to have 
provided the stopper of Micheli with a bottom hollow as taught by Burns in order to aid 
and direct the insertion of the needle through the stopper. 
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16. Claims 6, 13 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Micheli (US 4,204,606) as modified by Burns (US 5,456,886), as applied to claims 
12, 15 and 16 above, and further in view of Rosen et al. (US 6,562,300). Micheli as 
modified by Burns discloses the claim limitations as noted above. However, Micheli as 
modified by Burns does not expressly disclose that the cavity has a spherical dome 
shape with a concavity that faces away from the end of the tube. Rosen teaches a 
stopper with a concave surface (53) that faces away from the container for the purpose 
of assisting in resealing of the stopper (column 1, lines 59-65). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time of invention to have 
provided the cavity of Micheli as modified by Burns with a spherical concave surface 
that faces away from the tube as taught by Rosen in order to allow the stopper to better 
reseal after removal of the needle. 

Response to Arguments 

17. Applicant's arguments with respect to the previous prior art rejections have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Apanius whose telephone number is (571) 272- 
5537. The examiner can normally be reached on Mon-Fri 8am-4:30pm. 
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19. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

20. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


MA 



